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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 1, 3-7, 9-10, 12-17, 19-20, 22-24 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over U.S. Patent Application Publication No. 2002/0010414 to 
Coston (Coston) in view of U.S. Patent No. 6,302,874 to Zhang (Zhang). 

In Reference to Claims 1 and 3 

Coston teaches a system (Figure 6) for intradermal or transdermal delivery of a 
molecule, such as an active agent (p. 2, paragraphs [0013-0014]) comprising: 
an apparatus for facilitating intradermal or transdermal delivery through the skin of a 
subject, the apparatus comprises a plurality of electrodes (Figure 6, electrode array 96); 
and a main unit (handle 70) comprising a control unit (p. 9, paragraph [0088]) which is 
adapted to apply electrical energy between two or more electrodes when the electrodes 
are in vicinity of the skin, typically generating current flow or one or more sparks, 
enabling ablation of stratum corneum in an area beneath the electrodes, thereby 
generating at least one micro-channel (p. 2, paragraphs [0013-0015]; p. 4, paragraphs 
[0045-0047], whereby the pore size created by the device ablating the stratum corneum 
falls within the description given by applicant of a microchannel). Coston also teaches 
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whereby the active agent is applied to the skin after the microchannel is generated (p. 8, 
paragraph [0076]; p. 9, paragraphs [0088-0089]. Coston fails to teach wherein the 
active agent delivered is a cosmetic or dermatological composition and also fails to 
teach the plurality of electrodes being within an electrode cartridge. 

Zhang teaches a handheld pulser (Figure 5A) for applying electric pulses to the 
skin in order to produce transient pores to facilitate transdermal delivery of a cosmetic 
agent composition (col. 7, lines 6-13) comprising at least one water-soluble, poorly 
water-soluble, or water-insoluble cosmetic agent and an acceptable carrier (col. 6, lines 
42-53) that is devoid of permeation enhancers (col. 8, lines 33-54, whereby the 
permeation enhancer is described as being an optional treatment method and, 
therefore, the composition is capable of being devoid of the permeation enhancers) in 
order to improve the appearance of the skin (col. 1 , lines 1 3-1 7). Zhang further teaches 
the handheld pulser having an electrode cartridge with a plurality of electrodes (col. 12, 
lines 30-31, lines 52-53; electrode 2 in Figure 5A; col. 14, lines 24-62) in order to enable 
the electrode to be detachable to allow different electrode types and/or shapes to be 
used (col. 14, lines 24-29). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have modified the device of Coston to have an electrode 
cartridge to contain the plurality of electrodes as taught by Zhang in order to enable the 
electrode to be detachable to allow different electrode types and/or shapes to be used 
(col. 14, lines 24-29). Zhang teaches that the detachable electrode cartridge can be 
mounted to support means of the handheld pulser using clips or a mounting bracket as 
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examples of attachment means (col. 14, lines 24-39), and that one example shape is a 
tube (Figure 6E) that would allow the electrode to be rolled along the skin (col. 14, lines 
49-54). The device taught by Coston has a roller body 90 that contains the electrode 
array 96 and is attached via arms 80 to the handle 70, so it would be possible to modify 
the device of Coston to have a detachable electrode cartridge containing the plurality of 
electrodes that is attached to the arms 80 and still maintains the capability of being 
rolled along the skin to create microchannels. In addition, as Coston teaches the device 
is used to transport active agents, but does not limit it to those described (p. 6, 
paragraph [00061]), it would have been obvious to one having ordinary skill in the art at 
the time the invention was made to have modified the device of Coston to deliver a 
cosmetic agent composition devoid of permeation enhancers as taught by Zhang in 
order to improve the appearance of the skin (col. 1, lines 13-17). 

In Reference to Claim 4 

Coston in view of Zhang teaches the system of claim 1 (see rejection of claim 1 
above). Coston further teaches wherein the electrical energy is of radio frequency (p. 2, 
paragraph [0016], whereby the frequency of 30 Hz-1 0,000 kHz falls within the radio 
frequency range defined by webopedia.com to be "any frequency within the 
electromagnetic spectrum associated with radio wave propagation"). 



In Reference to Claim 5 
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Coston in view of Zhang teaches the system of claim 1 (see rejection of claim 1 
above). Zhang further teaches wherein the cosmetic agent is selected from the group 
consisting of xanthines, retinoids, a-hydroxy acids, [3-hydroxy acids, a-2 adrenergic 
inhibitors, ]3-adrenergic agonists, aromatase inhibitors, anti-estrogens, hydroquinone, 
ascorbic acid, kojic acid, corticosteroids, mucopolysaccharides, collagen, estrogens, 
isoflavonoids, cinnamic acid, benzoyl peroxide, tropolone, catechol, mercaptoamine, 
niacinamide, tocopherol, ferulic acid, azelaic acid, botulinum, urea, a derivative or salt 
thereof (col. 7, lines 45-48). 

In Reference to Claim 6 

Coston in view of Zhang teaches the system of claim 5 (see rejection of claim 5 
above). Since claim 5 lists a Markoush grouping, claim 6 further specifies xanthine from 
the group as caffeine, however ascorbic acid can still be chosen as the cosmetic agent 
from the claim 5 group, thus meeting claim 6). 

In Reference to Claim 7 

Coston in view of Zhang teaches the system of claim 5 (see rejection of claim 5 
above). Since claim 5 lists a Markoush grouping, claim 7 further specifies B-hydroxy 
acid from the group as salicylic acid, however ascorbic acid can still be chosen as the 
cosmetic agent from the claim 5 group, thus meeting claim 7). 



In Reference to Claim 9 
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Coston in view of Zhang teaches the system of claim 1 (see rejection of claim 1 
above). Zhang further teaches wherein the cosmetic or dermatological composition 
further comprising at least one component selected from the group consisting of 
surfactants, humectants, preservatives, antioxidants, powders, clarifying agents, 
coloring agents, opacifiers, thickeners, and perfumes (col. 1, line 40). 

In Reference to Claim 10 

Coston in view of Zhang teaches the system of claim 1 (see rejection of claim 1 
above). Coston further teaches that the drug applied to the pretreated site can be a 
pharmaceutical agent (p. 8, paragraph [0076]). 

In Reference to Claim 12 

Coston in view of Zhang teaches the system of claim 1 (see rejection of claim 1 
above). Zhang further teaches wherein the cosmetic or dermatological composition is 
formulated in a form selected from the group consisting of anhydrous compositions, 
aqueous solutions, aqueous suspensions, oil-in-water emulsions, water- in-oil 
emulsions, oily droplets in aqueous solutions, micelles, liposomes, ethosomes, and 
aqueous suspensions of nanoparticles (col. 6, lines 53-57). 

In Reference to Claim 13 

Coston in view of Zhang teaches the system of claim 1 (see rejection of claim 1 
above). Zhang further teaches wherein the cosmetic or dermatological composition is in 
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a form selected from the group consisting of lotions, creams, ointments, gels, pastes, 
sprays, foams, sticks, and skin patches (col. 6, lines 53-57). 

In Reference to Claims 14 and 24 

Coston teaches a method comprising generating at least one micro-channel in an 
area of skin of a subject and then topically applying a drug to the area of skin where the 
micro-channels are present (p. 8, paragraph [0076]). Coston in view of Zhang as 
described in the rejection of claim 1 above describes the apparatus used to generate 
the micro-channel and describes the use of a cosmetic composition. Therefore, the 
apparatus as described in rejection of claim 1 above, when used in conjunction with the 
cosmetic composition of Zhang (also see claim 1 rejection) would provide a method for 
treating a skin condition, as Zhang teaches the cosmetic composition can be used for 
treatment of skin conditions (col. 5, lines 46-67). 

In Reference to Claim 15 

Coston in view of Zhang teaches the system of claim 14 (see rejection of claim 
14 above). Zhang further teaches wherein the cosmetic agent is selected from the 
group consisting of xanthines, retinoids, a-hydroxy acids, [3-hydroxy acids, a-2 
adrenergic inhibitors, ]3-adrenergic agonists, aromatase inhibitors, anti-estrogens, 
hydroquinone, ascorbic acid, kojic acid, corticosteroids, mucopolysaccharides, collagen, 
estrogens, isoflavonoids, cinnamic acid, benzoyl peroxide, tropolone, catechol, 
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mercaptoamine, niacinamide, tocopherol, ferulic acid, azelaic acid, botulinum, urea, a 
derivative or salt thereof (col. 7, lines 45-48). 

In Reference to Claim 16 

Coston in view of Zhang teaches the system of claim 1 5 (see rejection of claim 
15 above). Since claim 15 lists a Markoush grouping, claim 16 further specifies 
xanthine from the group as caffeine, however ascorbic acid can still be chosen as the 
cosmetic agent from the claim 15 group, thus meeting claim 16). 

In Reference to Claim 17 

Coston in view of Zhang teaches the system of claim 1 5 (see rejection of claim 
15 above). Since claim 15 lists a Markoush grouping, claim 17 further specifies (3- 
hydroxy acid from the group as salicylic acid, however ascorbic acid can still be chosen 
as the cosmetic agent from the claim 15 group, thus meeting claim 17). 

In Reference to Claim 19 

Coston in view of Zhang teaches the system of claim 14 (see rejection of claim 
14 above). Zhang further teaches wherein the cosmetic or dermatological composition 
further comprising at least one component selected from the group consisting of 
surfactants, humectants, preservatives, antioxidants, powders, clarifying agents, 
coloring agents, opacifiers, thickeners, and perfumes (col. 1, line 40). 
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In Reference to Claim 20 

Coston in view of Zhang teaches the system of claim 14 (see rejection of claim 

14 above). Coston further teaches that the drug applied to the pretreated site can be a 

pharmaceutical agent (p. 8, paragraph [0076]). 

In Reference to Claim 22 

Coston in view of Zhang teaches the system of claim 14 (see rejection of claim 
14 above). Zhang further teaches wherein the cosmetic or dermatological composition 
is formulated in a form selected from the group consisting of anhydrous compositions, 
aqueous solutions, aqueous suspensions, oil-in-water emulsions, water- in-oil 
emulsions, oily droplets in aqueous solutions, micelles, liposomes, ethosomes, and 
aqueous suspensions of nanoparticles (col. 6, lines 53-57). 

In Reference to Claim 23 

Coston in view of Zhang teaches the system of claim 14 (see rejection of claim 
14 above). Zhang further teaches wherein the cosmetic or dermatological composition 
is in a form selected from the group consisting of lotions, creams, ointments, gels, 
pastes, sprays, foams, sticks, and skin patches (col. 6, lines 53-57). 

3. Claims 8, 11, 18, and 21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Coston in view of Zhang as applied to claims 5, 1 0, 1 5, and 20 
above, and further in view of U.S. Patent No. 6,477,410 to Henley (Henley). 
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In Reference to Claims 8 and 18 

Coston in view of Zhang teaches the system of claims 5 and 15 (see rejection of 
claims 5 and 15 above) but fails to teach wherein the cosmetic agent is hydroquinone. 
Henley teaches delivery of cosmetic agents that can include hydroquinone (col. 4, lines 
65-66) in order to remove pigmentation from hyperpigmented areas of skin (Merriam- 
Webster definition). It would have been obvious to one having ordinary skill in the art at 
the time the invention was made to have modified the device of Coston in view of Zhang 
to deliver hydroquinone as the cosmetic agent as taught by Henley in order to remove 
pigmentation from hyperpigmented areas of skin (Merriam-Webster definition). 

In Reference to Claims 1 1 and 21 

Coston in view of Zhang teaches the system of claims 10 and 20 (see rejection of 
claims 10 and 20 above) but fails to teach wherein the pharmaceutical agent is an 
antibacterial agent. Henley teaches the delivery of a pharmaceutical agent that can be 
an antibacterial agent (col. 2, lines 9-1 1 ; col. 4, lines 49-50) in order to inhibit bacterial 
growth (Merriam-Webster definition). It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to have modified the device 
of Coston in view of Zhang to deliver an antibacterial agent as taught by Henley in order 
to inhibit bacterial growth (Merriam-Webster definition). 
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Response to Arguments 

4. Applicant has submitted an expectable declaration on 9/3/2008 and therefore the 
objection is withdrawn. 

5. Applicant submitted two new figures 9 and 10 on 8/28/2008 which are accepted 
by examiner. 

6. Applicant's amendment to claim 24 has overcome the objection, and the 
objection is therefore withdrawn. 

7. Applicant's arguments with respect to claims 1 and 3-24 have been considered 
but are moot in view of the new ground(s) of rejection. 



Conclusion 

8. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MARIA E. DOUKAS whose telephone number is 
(571 )270-5901 . The examiner can normally be reached on Monday - Friday 7:30 AM - 
5:00 PM EDT. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

MD 

/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



